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DEPARTMENT OF HEALTH AND HUMAN SERVICES
CENTERS FOR DISEASE CONTROL AND PREVENTION

ADVISORY COUNCIL FOR THE ELIMINATION OF TUBERCULOSIS
March 20-21, 2007
Atlanta, Georgia

Draft Minutes of the Meeting

The Department of Health and Human Services (HHS) and the Centers for Disease Control
and Prevention (CDC) convened a meeting of the Advisory Council for the Elimination of
Tuberculosis (ACET). The proceedings were held on March 20-21, 2007 at CDC’s
Corporate Square Facility, Building 8, in Atlanta, Georgia.

Opening Session

Dr. Kenneth Castro, the Acting ACET Executive Secretary, called the meeting to order at
8:30 a.m. on March 20, 2007. He announced that ACET meetings are open to the public
and all comments made during the proceedings are a matter of public record. Members
should be mindful of potential conflicts of interest identified by the CDC Committee
Management Office and recuse themselves from voting or participating in these
discussions.

Dr. Michael Fleenor, the ACET Chair, welcomed the participants to the meeting and opened
the floor for introductions. The list of participants is appended to the minutes as Attachment
1.

Update by the Director of the National Center for HIV/AIDS, Hepatitis,
STD and TB Prevention (NCHHSTP) [proposed]

Dr. Kevin Fenton covered the following areas in his update. Dr. Julie Gerberding, the CDC
Director, participated in a Congressional briefing on March 7, 2007 to inform Congress
about extensively drug-resistant TB (XDR-TB). On March 21, 2007, Dr. Gerberding will
testify before the Africa and Global Health Subcommittee of the House Foreign Affairs
Committee. NCHHSTP hopes that Dr. Gerberding’s Congressional briefings will result in
increased TB funding.
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In terms of CDC’s TB budget, Dr. Fenton announced that the joint budget resolution passed
for FY'07 resulted in flat funding. The President’'s FY'08 budget request for TB is $136.8
million.

Dr. Fenton described key changes in NCHHSTP’s senior leadership. Dr. Nickolas DelLuca is
serving as the Acting Associate Director for Health Disparities after Dr. Hazel Dean was
appointed as the Acting Deputy Director of NCHHSTP. Ms. Susan DelLisle is serving as the
Acting Associate Director for Program Integration.

Dr. Fenton summarized NCHHSTP’s ongoing efforts to integrate HIV, viral hepatitis, STD
and TB prevention programs. NCHHSTP has defined “program integration” as organizing
and blending interrelated health issues, separate activities and services to maximize public
health impact through new and established linkages to facilitate the delivery of services.
NCHHSTP’s definition of “integration” focuses on integrated services for the client
regardless of the agency structure.

Integrated services may include HIV, STD, and hepatitis B and C counseling and testing;
partner services and referrals to additional prevention or care; and hepatitis A and B
immunization. NCHHSTP will ensure that integration is focused at the field or client level
because the interface between the system and consumer occurs at these levels.

NCHHSTP established several shortterm goals for the new integration initiative.
Implementation of new adult hepatitis B vaccination guidelines in STD and HIV evaluation
and care settings will be supported. Strategies will be developed to strengthen partnerships
with governmental agencies and community-based organizations (CBOs). Collaborations
will be built across NCHHSTP’s HIV, STD and viral hepatitis prevention and surveillance
programs.

NCHHSTP also identified several priority activities to integrate the programs. Quarterly
meetings will be held with program consultants. A methodology will be established to
facilitate “reverse” site visits and promote an integrated approach to program reviews.
Instead of CDC staff making site visits to the field, state or field staff will attend program
review meetings at CDC under the reverse site visit process. Coordination and
communication to grantees will be improved on Procurement and Grants Office issues.

A web-based NCHHSTP Intranet and Internet presence will be developed for program
consultants to share and communicate integration best practices. Templates and standards
will be designed for joint trip reports. Deployments of program consultants and field staff
will be maximized during public health emergencies.

Dr. Fenton was pleased to report on the success of site visits NCHHSTP senior staff and
colleagues in the Division of Tuberculosis Elimination (DTBE) made in February 2007.
CDC met with state and local public health officials, CBO staff and other stakeholders in Los
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Angeles, Richmond, Sacramento and San Francisco, California. CDC'’s site visits included
meetings with three TB control program directors in the state: Dr. Masae Kawamura in San
Francisco; Dr. Annette Nita in Los Angeles County; and Dr. Sarah Royce in the state of
California. CDC examined integrated and client-centered programs during the California
site visits.

Dr. Fenton announced that the first “TB Awareness Walk” would be held on March 24, 2007
beginning at 9:00 a.m. in Grant Park in Atlanta, Georgia. NCHHSTP is sponsoring the
event in partnership with the National Tuberculosis Controllers Association (NTCA), Fulton
County Health Department, Georgia Department of Public Health, American Lung
Association (ALA), Watsonian Society and local businesses. At this time, >400 participants
have registered for the event. NCHHSTP and its partners hope that the first TB Awareness
Walk will be institutionalized as an annual event to continue to build bridges with the
community.

Dr. Kenneth Castro, ACET’'s Acting Executive Secretary and Director of DTBE, provided
additional details about the TB budget in response to ACET’s questions. His position was
that DTBE should request and would need a budget of $528 million to implement all of the
recommendations in the 2000 Institute of Medicine (IOM) report on TB elimination in the
United States. However, this budget would not include the current level of funding that is
needed to fight XDR-TB.

Despite the constraints in the current TB budget, Dr. Castro was pleased to announce that
the Office of the Global AIDS Coordinator (OGAC) targeted additional funding in the amount
of $120 million to fight TB/HIV co-infection. The source of these dollars was new funding of
$350 million for activities under the President's Emergency Plan for AIDS Relief.

Dr. Castro also informed ACET that the impact of Dr. Gerberding’s recent Congressional
briefings on increased funding to address domestic TB problems is unknown at this time.
He encouraged ACET to continue to advocate for additional domestic funding for TB.

Drs. Burman, Fenton and Fleenor provided an update on another issue of importance to
ACET and NCHHSTP. ACET previously raised concerns about the Coordinating Center for
Infectious Diseases (CCID) establishing a new Board of Scientific Counselors (BSC) due to
the possibility of TB being “lost” or overwhelmed by other infectious disease issues.
However, Drs. Burman, Fenton and Fleenor attended the last BSC meeting on March 15-
16, 2007 and were pleased to report that the meeting was positive and energizing.

TB was extensively discussed during the meeting after several participants emphasized the
critical need to address new technologies for surveillance of multi-drug resistant TB (MDR-
TB), new diagnostic technologies and XDR-TB. The BSC meeting was also successful in
terms of providing a forum for CCID stakeholders and staff to share perspectives from both
scientific and programmatic perspectives. Minutes of the March 2007 BSC meeting would
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be available over the next six to eight weeks. Dr. Fleenor was particularly pleased with the
direction of the BSC at this point.

Several ACET members advised NCHHSTP to broaden the list of invited participants to the
upcoming TB Awareness Walk beyond CBOs. For example, letters of invitation should be
sent to churches and attendees of CDC’'s May 2006 “Stop Tuberculosis in the African
American Community Summit for Success.”

Overview of Medicaid Reimbursement for TB Services

Ms. Carol Pozsik, Executive Director of NTCA, reported on issues and challenges that TB
control programs face in attempting to obtain reimbursement from Medicaid for TB services.
TB control programs previously relied on state or local funds for program operation, but
began receiving funds from federal cooperative agreements in 1982 to cover staff and travel
expenses. State and local agencies still provide support for patient diagnosis, treatment,
prevention and surveillance, but state and federal funding for TB sources has been
declining over the past several years.

Many TB programs still use state and local funds to provide free outpatient services to
patients because TB is a communicable disease. TB patients who are not required to pay
for clinic visits, medications or other services will be more likely to seek and complete
treatment. Most TB patients are low-income males who do not qualify for traditional
Medicaid services. Females are more likely to be eligible for Medicaid due to their
enrollment in maternity, family planning, or Women, Infant and Children’s programs.

Some Medicaid programs cover limited TB services if the client is already eligible and a
billing system has been established. Most TB programs do not collect income data unless
efforts are made to bill traditional Medicaid programs. Some TB programs provide funding
for inpatient hospitalization for complicated diagnosis and treatment services that are
beyond the scope of regular outpatient services. CDC cooperative agreement funds pay for
staff and administrative services, but do not pay for drugs, x-rays and other direct treatment
services.

Medicaid is a federal-state matching entitlement program under the Social Security Act.
Medicaid provides medical assistance for certain persons and families with low incomes
and resources. Medicaid is the largest program that provides medical and health-related
services to America’s poorest citizens.

The federal government established broad guidelines for states to implement Medicaid.
Each state must (1) establish its individual eligibility standards; (2) determine the type,
amount, duration and scope of services covered; (3) establish rates of payment for services;
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and (4) administer its individual program. Due to these broad federal guidelines, Medicaid
programs vary among states.

Medicaid does not provide assistance for all poor persons even under the broadest
provision of the federal statute. Medicaid qualification is determined by enrollment in a
mandatory eligibility group (MEG) with low income being only one criterion of an established
eligibility threshold. MEGs include recipients of Aid to Families with Dependent Children;
aged, blind or disabled persons who receive Supplemental Security Income (SSI) and
qualify in states with more restrictive eligibility requirements; and pregnant women with a
family income <133% of the federal poverty level. Each state determines these limits within
federal guidelines. Overall, states have broad discretion in determining groups to cover
under Medicaid.

Examples of state options include non-coverage of pregnant women and infants up to 1
year of age under mandatory rules; eligibility to persons receiving care under home or
community-based waivers; and the provision of TB-related ambulatory services and drugs
only for TB-infected persons who would be financially eligible for Medicaid at the SSI
income level.

The Medicaid Act was amended in 1993 to allow states to extend eligibility to TB-infected
persons, but state income eligibility criteria must be met. The amendment covers TB
infection, disease and suspected cases, but coverage is limited to the treatment period.
The amendment does not qualify clients for other Medicaid services.

The federal-state match is the amount that a federal agency will match state costs for
services. The federal-state match is determined by a federal committee, but varies among
states. Medicaid policies for eligibility are complex and considerably differ among states.
For example, Medicaid-eligible persons in one state may not be eligible in another state.
Services within a state may change from year to year.

States have the option to cover certain TB services under Medicaid, such as outpatient
clinic visits, medications, directly observed therapy (DOT) visits, diagnostic and follow-up x-
rays, and laboratory tests. However, Medicaid cannot be used to pay for contact
investigations or hospitalization.

Medicaid payment for services is a “vendor-type” system in which states and health
departments directly pay providers. Providers must accept reimbursement as payment in
full. ~ States generally have broad discretion in implementing the reimbursement
methodology and rate for services, but a federal limit has been imposed for an upper limit
and specific restrictions. Some states impose nominal deductibles or co-payments from
clients.

NTCA administered a survey to all 50 states in 2006-2007 to obtain information about use
of the Medicaid TB option. The survey showed that only five states use the Medicaid TB
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option: Arkansas, California, Maine, South Dakota and Wisconsin. The remaining states
reported a variety of reasons for not using the Medicaid TB option. Some states cover the
costs of drugs, clinic operations, other treatment and hospitalization. Some state Medicaid
agencies do not have funds for the TB option. Some states reported that public health
administration would not support the Medicaid TB option.

Some states found the establishment of the administrative process to be difficult and overly
burdensome to the TB program due to minimal clerical staff to perform these functions.

Some states had inadequate staff to bill Medicaid and all clients. Some states reported that
the up-front federal-state match is too large because funds taken from state TB program
dollars would cause deficits in funding for required services. Two states had no knowledge
of the Medicaid TB option. Some states determined that the two-year period to apply the
Medicaid TB option would be time consuming.

Some states had sufficient funding from Medicaid-eligible patients and adequate coverage
of most clients by the Indian Health Service. Some states reported use of the Medicaid TB
option, but not in all counties. Some states identified gaps in coverage in terms of drugs,
hospitalization or no field DOT. Some states had expanded coverage for Medicaid-eligible
persons. Some states had Medicaid reimbursement for laboratory and diagnostic tests, x-
rays and private physician visits.

Some states reported large populations of undocumented immigrants who are ineligible for
Medicaid programs. “Path to Citizenship” and Guest Relations” programs require five years
of residence in the United States to become eligible for Medicaid even after obtaining U.S.
citizenship. Refugees are only eligible for Medicaid for a period of six to nine months.
Overall, TB programs with large populations of foreign-born persons bear a tremendous
financial burden.

Ms. Pozsik concluded her overview by inviting ACET to obtain additional information about
the Medicaid TB option from the 2000 IOM report on TB elimination in the United States and
the web site of the Wisconsin TB program.

Several ACET members expressed concern about the tremendous gap in Medicaid funding.
Many members noted that undocumented immigrants are ineligible for Medicaid services,
but account for the majority of expensive MDR-/XDR-TB cases in the United States. The
members also pointed out that Medicaid does not cover home infusion services,
hospitalization or air ambulance transportation. A number of ACET members made
suggestions to improve reimbursement for TB services through Medicaid.

. Education and technical assistance should be broadly provided at the local
level on implementing the Medicaid TB option. Many local TB programs have
been unsuccessful in billing Medicaid for TB services even in states that have
this option. Local TB programs are typically unable to overcome the
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enormous challenges, difficulties and complexities in using the Medicaid TB
option.

. ACET should develop and distribute a packet of materials to states on options
to maneuver through the Medicaid system. The dissemination of models and
best practices could assist states in overcoming barriers to reimbursement for
TB services through Medicaid. For example, undocumented immigrants are
ineligible for Medicaid services, but the state of Alabama gives an
“emergency pregnancy status” to pregnant immigrants. This approach allows
pregnant immigrants in the state to qualify for Medicaid services and receive
TB services under the Medicaid TB option.

. ACET should consider the possibility of issuing a formal statement in strong
support of free TB care. Other infectious disease models should be gathered
to support this effort. For example, the recent experience of Denver's STD
clinic in charging a co-payment was tremendously unsuccessful and resulted
in statistically significant decreases in diagnoses of HIV, gonorrhea and
chlamydia.

. Best practices and models from the five states that are successfully using the
Medicaid TB option should be compiled and widely distributed to other states.
This approach would provide a framework for broader implementation of the
Medicaid TB option.

. Documentation should be gathered and disseminated on the disproportionate
hospital share associated with TB. These materials would serve as a key
informational resource to Medicaid agencies.

. Federal agencies should identify funds to cover TB services between the time
of identification of infectious MDR-TB cases and culture conversion.

Dr. Castro strongly supported the suggestion for ACET to issue a formal recommendation
or statement regarding the removal of all financial barriers to TB care. He added that
ACET’s guidance could acknowledge both the public health and individual benefits of
treating persons with TB by interrupting the chain of transmission.

DTBE Director’s Report

Dr. Castro covered the following areas in his report. Dr. Castro announced that his brief
departure from the ACET meeting was to participate in a pre-briefing conference call with
Dr. Gerberding and high-level representatives from OGAC and the U.S. Agency for
International Development (USAID). The conference call was in preparation of Dr.
Gerberding’s testimony on the following day before the Africa and Global Health
Subcommittee of the House Foreign Affairs Committee.

On March 6-7, 2007, OGAC convened CDC, USAID, the World Health Organization (WHO),
and representatives from other organizations funded by the Gates Foundation to discuss
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innovative new diagnostics. The meeting was held to explore the possibility of accelerating
the field testing and rollout of newer technologies in countries in most need of these tools.

Several developments occurred on XDR-TB following the December 2006 ACET meeting.
Five senators requested a briefing on XDR-TB in March 2007. XDR-TB was a key
discussion topic during the May 15-16, 2007 BSC meeting. CDC has been informed that
the White House will request the establishment of an interagency team on XDR-TB.

Dr. Castro described several upcoming events related to World TB Day in 2007. WHO and
the International Union Against TB and Lung Disease (IUATLD) established the theme of
“TB anywhere is TB everywhere” for World TB Day. Three articles related to TB will be
published in the March 23, 2007 edition of the Morbidity and Mortality Weekly Report
(MMWR) on national TB morbidity based on provisional results; XDR-TB in the United
States; and technical instructions for screening of immigrants and refugees. The first “TB
Awareness Walk” will be held on March 24, 2007 in Grant Park in Atlanta, Georgia. The
CDC web site contains a map that provides information on World TB Day activities that will
be held in each state.

Dr. Castro reported on TB data that were recently collected and analyzed. Provisional data
will be published in the MMWR on the national TB case rate in 2005-2006 after the
embargo is lifted. The data showed a 3.2% decline between the incidence of 4.8/100,000 in
2005 and 4.6/100,000 in 2006. Data on TB trends in the United States from 1993-2006
showed a statistically significant slowing in the rate of decline beginning in 2000. The
annual percent change in the TB rate was 7.3% in 2000 compared to 3.8% in 2006. These
data demonstrate that TB elimination will only occur after several generations unless the
pace is accelerated at this time.

Preliminary data on the number of persons with TB and the rate of TB by origin of birth and
year in the United States from 1993-2006 showed a dramatic gap between U.S-born and
foreign-born TB cases per 100,000 population. Data collected on MDR-TB in 2004-2005
showed that 1.2% of all culture-positive cases met the case definition for MDR-TB. Foreign-
born cases represented 76% of MDR-TB in 2004 and 81.5% in 2005.

The upcoming MMWR article on characteristics of XDR-TB cases in 1993-1999 versus
2000-2006 will report that 49 persons captured in the national surveillance registry met the
case definition for XDR-TB over these two time periods. Foreign-born cases represented
40.6% o XDR-TB in 1993-1999 and 76.5% in 2000-2006. The MMWR article will also
report the HIV status of these cases.

Dr. Castro reported that CDC released an announcement on March 14, 2007 to fill the
position of DTBE'’s Field Services and Evaluation Branch Chief. The announcement will
close on March 27, 2007. Both CDC and non-CDC candidates with expertise in the medical
or science field are welcome to apply.
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Dr. Castro informed ACET that CDC will no longer support the National Electronic Disease
Surveillance System (NEDSS) program area module (PAM) platform. The TB PAM was
scheduled to be included in NEDSS, but CDC was dissatisfied with the pilot test in Ohio.
CDC will continue to support the base system and standards for NEDSS and the Public
Health Information Network. DTBE will take several actions to ensure that TB surveillance
is not impaired by this new development. As a short-term solution, DTBE will continue to
support the Tuberculosis Information Management System (TIMS) and its import utility
system through the national TB surveillance system.

DTBE will collaborate with the National Center for Public Health Informatics in a number of
efforts. Enhanced NEDSS TB message development will be accelerated for reporting areas
that are already developing systems. The possibility will be explored of adding the TB PAM
to the existing NEDSS base system for reporting areas that need CDC'’s data entry tool. A
survey will be administered to determine the availability of TB software applications
developed by private vendors. DTBE will convene a conference call and host a web-based
seminar on March 23, 2007 with NTCA, TB program directors and TB surveillance
coordinators as an initial step in developing an action plan.

Dr. Castro conveyed that DTBE is continuing its efforts to address challenges in TB
programs resulting from reductions in TB control program funds, decreased efficiency and
accountability, a decline in cases, an increase in the complexity of cases, and the loss of
expertise. CDC’s TB cooperative agreements funds decreased after adjusting for the
consumer price index. In response to the reduction in TB dollars since FY’'01, DTBE
created a formula to redistribute TB cooperative agreement funds.

The first phase of the redistribution plan was implemented in FY’05 with 20% of funds being
redistributed. The second phase of the redistribution plan will be implemented in FY’08 with
35% of funds to be redistributed. A CDC/NTCA workgroup is continuing its discussions on
adjusting the formula based on XDR-TB and other new developments that occurred after
2005. CDC will continue its strategic planning activities to modify future policies.

Dr. Castro reported that the Mycobacteriology Laboratory Branch will host a course in the
summer of 2007. The course & structured for no more than 16 participants, but >30
persons applied. However, the laboratory course will be repeated based on successful
evaluation. The course will be held in CDC’s new training laboratories and classroom
facility.

Dr. Castro was pleased to announce that DTBE will most likely receive one-time funding of
~$2 million in FY’07 from CDC’s emerging infections funds. DTBE will use the additional
funds to enhance laboratory capacity to pursue all MDR-/XDR-TB cases in the United
States, support active outbreak response, and implement the BSC’s recommendations. Dr.
Castro confirmed that he noted Dr. Flood's suggestion for DTBE to collect and review
national data on the infectious period of XDR-TB cases.
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Update on the Federal TB Task Force (FTBTF)

Dr. Philip LoBue, of DTBE, described FTBTF's ongoing efforts to respond to XDR-TB.
FTBTF was established in 1991 in response to the resurgence of TB and the increase in
MDR-TB. FTBTF is represented by multiple federal agencies with shared responsibility for
TB control and prevention in the United States, including program activities, research,
services, and regulations on diagnostics and drugs. FTBTF is chaired by CDC.

In 1992, FTBTF developed the “National Action Plan to Combat MDR-TB.” In 2000-2006,
FTBTF implemented the U.S. government’'s (USG) response to the IOM report on TB
elimination in the United States. In the fall of 2006, FTBTF initiated dialogue on USG’s
potential response to XDR-TB and held conference calls with OGAC to discuss this issue in
more detail.

FTBTF agreed to form workgroups to develop USG’s XDR-TB action plan with the following
areas of focus: surveillance, epidemiology and outbreak investigations, laboratory capacity,
infection control, clinical and programmatic issues, research, communication and education,
partnerships and cost analysis. The workgroups were charged with using the 1992
“National Action Plan to Combat MDR-TB” as a model to develop the XDR-TB action plan
and covering both domestic and international issues.

The workgroups were also given a format for the action plan. Each section would describe
problems that must be addressed. Objectives that need to be achieved to address each
problem would be listed. Action steps that must be implemented to achieve each objective
would be described. Lead USG agencies, partners and additional resources would be
identified for each action step. At this time, seven of the eight sections of the action plan
have been submitted.

A contractor is now compiling the sections into a uniform document and expects to
complete this task by March 31, 2007. FTBTF expects to complete its review of the entire
document during a meeting on May 11, 2007 at the National Institutes of Health (NIH).
Following the meeting, FTBTF will share the document with ACET, NTCA, the National
Coalition for the Elimination of Tuberculosis (NCET), the Association of Public Health
Laboratories (APHL), and the American Thoracic Society for review and comment.

To obtain broader input, FTBTF will discuss the possibility of asking ACET liaison members
to distribute the XDR-TB action plan to their respective memberships. FTBTF expects to
complete its revision of the action plan by May 31, 2007 based on input by non-federal
partners and then submit the revised version of the document for clearance by HHS, OGAC
and USAID.

Dr. LoBue concluded his update by informing ACET of recent developments regarding
XDR-TB. During a briefing on March 7, 2007, the White House announced its plans to
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convene an interagency team to address XDR-TB. FTBTF is considering strategies to
integrate and share its action plan with the White House team. FTBTF’s future actions will
be determined by direction and guidance from the White House team.

ACET was pleased that USG is now taking more aggressive infection control precautions at
both domestic and international levels. Several members made suggestions for FTBTF to
consider in its ongoing efforts to finalize and distribute the XDR-TB action plan.

. FTBTF's action plan should acknowledge that difficult public health decisions
will need to be made regarding XDR-TB. For example, strong political will is
necessary for states to have control over XDR-TB cases, take appropriate
infection control activities and manage untreatable patients. States should be
given authority to ensure that private providers do not manage patients with
XDR-TB due to the specialized expertise needed for this disease.

. FTBTF should closely coordinate and collaborate with the Association of
Professionals of Infection Control and Epidemiology, Infectious Disease
Society of America, Society for Healthcare Epidemiology of America, and
other external partners in the infection control community in further
development of the action plan. This approach will assist in the successful
implementation of the ation plan in areas with no or limited expertise and
capacity in TB.

. ACET should release a scientific statement in conjunction with the release of
the action plan. ACET’s statement should emphasize the public health
impact of XDR-TB to educate private providers and the public health
community about the long chronic infectious period of XDR-TB, implications
for long-term infection control, and the impact of treatment in clinical settings.

. FTBTF's action plan should raise the possibility of revisiting previous
strategies that were implemented for long-term isolation of infectious patients.
. FTBTF should design the action plan as a resource to learn from and correct

public health errors that were made in the management and treatment of
MDR-TB. For example, solid data on the identification or treatment of
contacts, release of MDR-TB cases into the community, and refusal of
therapy are not obtained from MDR-TB patients who are managed in the
home from the beginning of case identification.

Dr. Castro raised the possibility of linking to existing infection control efforts to address and
leverage funding for emerging XDR-TB cases. For example, states that have received
federal dollars to develop and implement pandemic influenza preparedness plans could use
a portion of these resources to focus on XDR-TB.
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Update on Global TB Research

Ms. Claire Wingfield, of the Treatment Action Group (TAG), reported that TAG was
established in January 1992 and is the first and only AIDS organization solely dedicated to
advocating for larger and more efficient public and private research efforts to find a cure for
AIDS. TAG’s TB/HIV project is supported by a Gates Foundation grant and is designed to
combat TB/HIV coinfection through community-based advocacy, education, and
mobilization efforts with AIDS advocates in developed and developing countries.

A review of the history of TB research shows that the 1940s and 1950s served as the height
of TB drug discovery. TB research and development (R&D) stalled due to the tremendous
decline in global TB disease between the 1940s and 1980, but TB made a dramatic
comeback with the HIV pandemic.

TAG published the second edition of Tuberculosis Research and Development: A Critical
Analysis in October 2006 to highlight gaps in spending and areas of scientific study in TB
R&D. The report is targeted to policymakers, researchers and advocates. Sources of
funding data and other information in the report include original donors, key stakeholders
through interviews, public and private-sector organizations, and recipients and
representatives of funding sources through self-reports. TAG received responses from 80
of 100 institutions that were asked to submit information.

Ms. Wingfield highlighted key findings from TAG’'s TB R&D report. The public sector
accounted for 68.5% of TB research funding; the philanthropic sector accounted for 20%;
the pharmaceutical and biotechnological sector accounted for 11%; and multilateral
organizations accounted for 0.5%. The top five TB research donors in the world were NIH,
the Gates Foundation, the Medical Research Council (MRC) in the United Kingdom, and
CDC.

Of the overall TB R&D investment of $392.7 million in 2005, 30% was allocated to drugs;
24% to basic science; 18% to vaccines; 13% to operational research; 11% to applied, pre-
clinical, infrastructure or unspecified activities; and 4% to diagnostics. TAG’s estimate of
~$20 billion over the next decade to eliminate TB by 2050 was based on gaps among actual
dollars allocated in FY’05, the Global Plan’s 2006 estimate and a five-fold increase of 400%.
TAG found the Global Plan’s estimate to be inadequate in terms of basic and operational
research.

Of TB basic science funding in the amount of ~$93.7 million, the public sector accounted for
~80% of spending in 2005 with NIH contributing ~71% of these dollars. Of TB diagnostic
research funding in the amount of $16.4 million, the Gates Foundation accounted for 41.5%
of spending in 2005 followed by NIH at 36.5%. Of TB drug research funding in the amount
of ~$120 million, NIH accounted for 33.6% of spending in 2005 followed by another
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company at 16.6%. These data show that a deficit of >$3 billion will occur if current funding
to develop new and effective drugs to combat TB remains the same over the next decade.

Of TB vaccine research funding in the amount of ~$70 million, the Gates Foundation
accounted for 41.1% of spending in 2005 followed by NIH at 34.5%. Of TB operational
research funding in the amount of ~$50 million, MRC accounted for 37.5% of spending in
2005 followed by the Gates Foundation at 20.7% and CDC at 15.9%. The Global Plan does
not mention operational research to ensure that new tools are relevant, appropriate and
effective in communities.

Ms. Wingfield emphasized the need for non-USG agencies, private-sector organizations
and foundations to make more investments in TB R&D. However, the role of multilateral
organizations in serving as a major donor is unclear at this time. Although multilateral
organizations play a significant role in providing guidance and technical assistance, these
groups might not be appropriate as a primary funding source.

Ms. Wingfield conveyed that TAG's R&D report specifically focuses on NIH in some
sections because NIH was ranked as the number 1 investor with spending of >$1 million on
global TB R&D in 2005. However, NIH’s investments primarily focused on TB basic science
and drugs with no funding allocated to TB operational research, applied research or
infrastructure development. The disparity between NIH’s investments in basic science,
drugs and vaccines for HIV versus TB is tremendous. NIH allocates more funding to
smallpox and anthrax compared to TB, but TB accounts for more morbidity and mortality
than these two diseases.

Data on NIH’s spending on infectious diseases emphasize he critical need to leverage
political will for both domestic and international TB at the same level as HIV. To achieve
this goal, a strong activist and advocate movement with researchers, policymakers and
communities will need to be widely launched. However, TAG is aware of the difficulty in
building and sustaining TB advocacy over time because unlike HIV, TB is a curable
disease. Cured TB patients typically have no interest in participating in community-based
activist or advocacy efforts.

Ms. Wingfield summarized several conclusions from TAG's TB R&D report. A
comprehensive global TB R&D agenda is urgently needed. Policymakers, researchers and
activists should jointly develop a coordinated TB R&D plan for implementation at both global
and national levels. The plan should clearly identify priorities, action steps and necessary
resources to eliminate TB by 2050.

Industry should be more transparent about TB R&D investments. Reporting consistency is
needed to better track and annually update TB R&D. Al funding organizations should have
greater involvement in TB R&D. Brazil, China, India, Russia, South Africa, Thailand and
other emerging or high-burden countries should play a larger role in TB research and all
other aspects of TB disease. A five-fold or 400% increase should be established as the

ACET Meeting Minutes Page 13 March 20-21, 2007



necessary minimum amount in annual TB R&D expenditures to achieve the goals outlined
in the Global Plan Il to eliminate TB by 2050.

Ms. Wingfield was pleased to announce that the Stop TB Partnership recently agreed to use
TAG’s TB R&D report as a resource in tracking annual investments of TB R&D. However,
she reminded ACET about the lack of incentives offered to industry because TB is a
disease of poor populations. As a result, she urged ACET to continue its advocacy role with
researchers, policymakers and other key stakeholders to strongly encourage private and
public sectors to strengthen TB drug research. Ms. Wingfield confirmed that TAG’s TB R&D
report would be distributed to ACET for review.

Update on the TB Epidemiologic Studies Consortium (TBESC)

Dr. Rachel Albalak, of DTBE, is the TBESC Project Officer. She covered the following
areas in her update. CDC pointed out in its response to the 2000 IOM report on TB
elimination in the United States that the nation lacks a clearly articulated research strategy.
CDC also emphasized the need for a coordinated research plan to maximize efficiency,
assure attention to activities of highest priority, and avoid duplication of effort.

To address these needs, CDC formed TBESC in 2001 with a mission to (1) conduct
programmatically relevant economic, behavioral, epidemiologic, laboratory and operational
research for TB prevention and control; (2) build research capacity in TB programs; (3)
promote local and regional collaboration, (4) and strengthen the focus and coordination of
TB research based on a comprehensive research agenda and a research prioritization
process to guide funding decisions.

CDC also established TBESC in an effort to address the paradox in the United States
regarding TB research. On the one hand, the United States has been successful in
reducing national TB incidence. On the other hand, the number of cases in any single
jurisdiction is too limited to support research needed to accelerate the decline. Fewer cases
and resources call for an efficient approach to applied TB research.

TBESC pools expertise and TB cases from 20 sites across the United States and Canada.
Five TBESC sites did not receive new funding in 2005 due to budget reductions. However,
four of these five sites are continuing to conduct TBESC activities with CDC through no-cost
extensions. The TBESC sites capture ~80% of all TB cases in the United States, but
access to virtually all reported TB cases is available through a subcontracting mechanism.

TBESC’s overarching research goals address innovation and refinement. Studies are
conducted to identify new diagnostic tools and other breakthroughs to dramatically
accelerate the decline in TB incidence. Programmatically relevant research is performed to
make TB programs more effective even in the absence of breakthroughs. TBESC formed a
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Translation of Research Into Practice Workgroup to collaborate with partners in facilitating
translation of promising TBESC research findings into best practices. State and local TB
control programs will implement these models to maximize effective TB control, elimination
and patient care.

TBESC's top three priority areas for research in 2001-2004 were TB among foreign-born
persons, latent TB infection (LTBI) and contact investigations. TBESC launched large
studies and is beginning to collect and disseminate important findings from all three priority
areas. Enrollment was completed in January 2007 for TBESC’s study on ~1,700 foreign-
born persons. Results from the study will play a key role in informing the creation of
guidelines for TB among foreign-born persons. The study will also serve as the first
representative picture of TB in this population in the United States. The development of
several manuscripts from this study is underway.

Enroliment was completed for TBESC’s TO#2 contact investigation study to provide critical
information on biomarkers for susceptibility of TB. A manuscript from TBESC’s LTBI study
was recently published in 2006. The paper provides important data on the number of
persons who were started on LTBI treatment in the United States and the types of clinics
that treat LTBI. At this time, data collection has been completed for 13 TBESC studies and
is ongoing in six studies. One TBESC study is in the protocol development phase and
another study has been delayed due to problems with the diagnostic test.

In addition to the three priority areas, TBESC also conducted or is conducting a number of
other studies that are relevant to and consistent with its mission:

. Immune markers for susceptibility to TB

. Pediatric TB

. Incorporation of HIV evaluation into contact investigations
. LTBI prevalence

. Regional capacity building

. Analysis of social networks

. Molecular epidemiology of MDR-TB

. New surveillance evaluation

. Barriers to TB treatment adherence

. TB knowledge, attitudes and beliefs among private providers
. Educational materials for Hispanic CBOs

. TB program self-evaluation

. African refugee women'’s project

. TK media for TB diagnosis

. New diagnostic tests in healthcare workers

In 2007, TBESC launched the Semiannual TBESC Advisory Review (STAR) to make
funding requests for new research projects. TBESC engaged DTBE, NTCA and ACET in
the new STAR process to develop, discuss and refine priority research questions and
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formally call for research proposals. TBESC and its STAR partners convene face-to-face
meetings to evaluate and rank proposals based on a research agenda established by
TBESC and DTBE. Funding recommendations are then submitted to Dr. Castro, Director of
DTBE.

TBESC and its STAR partners approved six new research studies for funding in FY'07: (1)
risk factors for TB in African Americans (AAs); (2) the QuantiFERON-TB (QFT) Gold TB test
in contact tracing; (3) QFT as an initial screening tool for U.S.-bound immigrants and the
feasibility of follow-up in the United States; (4) treatment practices and outcomes for MDR-/
XDR-TB; (5) evaluation of a new social network analysis tool; and (6) an ethnography study
of TB among Karen-Burmese refugees. TBESC will undergo an external peer review
process in August 2007 with a panel of three to four experts. TBESC plans to involve ACET
in this effort.

A decision was made in 2007 to redirect unused dollars from completed TBESC research
projects to establish a base budget. This approach allowed TBESC to maintain a
reasonable and appropriate balance between research and infrastructure. However, level
Congressional appropriations and increased costs have resulted in budget reductions to
DTBE. As a result, DTBE asked TBESC to describe the potential implications of a 5%
reduction per year. TBESC informed DTBE that its base budget would decrease from $7.8
million in FY’06 to $6 million in FY’11.

The budget constraints caused TBESC to assess the appropriateness of its current
research model. TBESC identified its six strongest components that would need to be
maintained for its current model: (1) a consensus process of establishing an agenda and
identifying priorities; (2) input from ACET, NTCA, academic research groups, health
departments and other key stakeholders; (3) an external peer review process for research
projects; (4) development of consensus-based protocols; (5) an adequate data
management component; and (6) capacity to ensure the completion of scientifically rigorous
research projects.

Dr. Albalak concluded her update by describing TBESC's key challenges. Funding,
regulatory and administration issues as well as recent changes in CDC’s procedures have
significantly increased TBESC's fiscal and administrative burden. Budget reductions may
require a revision of TBESC’s current research model or consideration of different
approaches.

Despite these challenges, TBESC offers an efficient and flexible response to current
problems in TB control as the epidemiology of TB changes. TBESC's strengths include an
established funding mechanism; solid research and program expertise pooled across a
large number of sites; excellent public-private collaborations; a strong infrastructure; and
access to a diverse TB population of sufficient size.
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Panel Presentation on the TB Trials Consortium (TBTC) Reviews

Dr. Andrew Vernon, of DTBE, led a panel presentation on an external review of TBTC’s
scientific agenda and a peer review of TBTC's intramural research program. He described
two major research projects from TBTC’s ten ongoing studies. Study 26 is evaluating an
LTBI treatment regimen over three months with 12 doses. To date, 7,067 of 8,000 patients
have been enrolled in the planned sample size. TBTC expects to complete enroliment for
Study 26 at the end of December 2007.

Study 28 is substituting moxifloxacin for isoniazid in the first two months of TB therapy with
a major outcome of sputum conversion at two months. Study 28 is one of a series of Phase
I trials with a goal of identifying an appropriate regimen for a Phase Il study of shortened
treatment. Study 28 was completed in 2007 with 433 patients enrolled in 12 months. TBTC
expects these results to be available in July 2007. Sub-studies will be conducted for both
Studies 26 and 28. Efforts are underway to design the next round of Phase Il studies.
TBTC expects that the new Study 29 will provide a candidate regimen for a Phase 1l trial on
shortened treatment.

Dr. Vernon explained the differences between the two recent TBTC reviews. For the
agenda/external review, the TBTC Core Science Group initiated an external review of its
scientific agenda to guide the next decade of TBTC research projects and enhance the
existing infrastructure for re-competition of TBTC membership in 2009. The external review
of TBTC was performed by 13 internationally recognized scientists, TB experts and
partners.

For the peer/internal review, CDC policy requires peer review of all intramural research
programs every five years to strengthen research programs. The peer review of TBTC was
conducted by a subgroup of five reviewers from the external panel. An ACET member
served on the peer review. TBTC plans to distribute reports of the two reviews to ACET for
formal agreement in accordance with CDC policy.

Dr. William Burman is an ACET member and Chair of the TBTC Core Science Group
(CSG). He reported that CSG conducted several activities in preparation for the external
review. A detailed list of potential opportunities in TB therapeutic research was developed.
Ongoing activities or future dans by other trial groups were identified. Conference calls
were held to review major topics that should be addressed during the external review. Input
was obtained from TBTC and the external review panel. The external review was
discussed with internal partners and is now being presented to ACET.

CSG established several philosophic underpinnings to guide the external review. TBTC’s
research activities should be narrowly focused. TBTC should maintain its foundation in TB
programs, build partnerships, and sustain and strengthen collaborations. CSG identified six
major topics in TB therapeutics research to cover during the external review: LTBI, active
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and drug-susceptible TB, active and drug-resistant TB, special populations, diagnostics,
and decision analyses and modeling impact.

CSG agreed that four overarching questions should be asked to frame the external review:
(1) What research should be performed? (2) What are TBTC’s strengths? (3) What are
TBTC's limitations? (4) What are the best strategies for TBTC to contribute to the global
effort to improve TB treatment?

Dr. Burman’s summary of CSG’s key recommendations on the TBTC external review is
outlined as follows:

For “LTBI,” TBTC should ensure adequate enrollment of young children in Study 26 and
completion of the pediatric pharmacokinetics study.

For “active TB,” TBTC should focus on treatment-shortening regimens. The moxifloxacin
study should be completed and rifamycin dosage should be optimized. Novel drug classes
should be evaluated. Strategies should be developed to accelerate sequential Phase II
studies by focusing on biomarkers of treatment effect and conducting pharmacokinetic and
pharmacodynamic studies. Intermittent dosing should be assessed, but this should be
viewed as a lower priority. Efforts should be made to rapidly advance from a very promising
regimen in Phase Il to a definitive evaluation in Phase III.

For “other potential TB trials,” TBTC should take caution in conducting MDR-TB studies.
This research should only be performed with increased funding and after broad consultation
with other groups in the field. Involvement in HIV/TB co-infection studies should be
continued because several important questions need to be evaluated. Studies on pediatric
TB should be delayed. This research should only be performed after regimens have been
evaluated in adults. Studies on diagnostics should be conducted in a very selective
process. This research should only be performed in coordination and integration with a
planned randomized trial.

For “overarching issues,” TBTC should increase collaborative efforts in a number of areas.
Laboratory scientists should be more engaged in studies on biomarkers. AIDS clinical trial
groups should be involved in HIV/TB co-infection studies. The possibility of periodically
sponsoring a global forum for TB trials should be considered to facilitate closer coordination
with other TB trials groups. Collaborations should be strengthened with NIH to address
funding problems. Current sites and their performance should be carefully reviewed.
Persons with experience and knowledge in finance and business should be involved. The
external review process should be conducted on an ongoing basis. The possibility of
performing an outside review of individual study designs should be considered.

Dr. Elsa Villarino, of DTBE, reported that the review panel for TBTC’s intramural research

program recently gave DTBE preliminary results from the internal review. The review panel
has not finalized the report, but Dr. Villarino highlighted some of the key comments. The
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reviewers gave TBTC an excellent overall assessment, had a very positive impression of
the value of TBTC, and reached strong consensus on the need to continue to support and
protect this activity.

The reviewers noted that TBTC includes a unique group of investigators with diverse skills
who partner with public health to accomplish important research in TB control. The
reviewers agreed with TBTC’'s approach to target Phase Il trials that would lead to the
implementation of Phase Il trials in the future. However, the reviewers pointed out that
financial support for Phase lll trials appears to be limited at this time. The reviewers viewed
TBTC as a potential model for CDC to support other clinical trials activities.

DTBE asked TBTC to describe potential implications of a 5% budget cut per year over the
next few years. TBTC informed DTBE that the 5% reduction would result in decreased
capacity to enroll 530-550 patients per year and the closure of an additional three to four
sites. TBTC had 28 clinical sites worldwide in 2004, but two sites were closed and funding
to three sites was reduced in 2005-2006. These fiscal realities emphasize the need to
either increase funding support or decrease TBTC activities and slow progress. TBTC is
considering the possibility of changing its existing funding model beginning in 2009 to
directly fund international sites.

Overall, ACET expressed strong concerns about the TBESC and TBTC budget cuts.
Several members made comments on the series of TB research presentations by TAG,
TBESC and TBTC.

. TBESC and TBTC should explore the possibility of performing broader
infection control research.
. TBESC and TBTC should place stronger emphasis on interdisciplinary, trans-

disciplinary and community-based participatory research to better translate
research into practice at the community level. Lessons learned and best
practices from HIV models should be reviewed and replicated in this effort.

. TBESC and TBTC should perform economic analyses to demonstrate the
cost-effectiveness of TB research projects and studies.
. TBESC and TBTC should incorporate social epidemiology and social and

cultural determinants into TB research projects and studies.

Panel Presentation on AA TB Intensification Projects

A panel presentation was made on three projects and an evaluation CDC funded to
intensify TB prevention, control and elimination in AA communities.

Chicago Project. Ms. Gail Burns-Grant, of DTBE, announced that representatives of the
TB Control Division in the City of Chicago Department of Public Health (CDPH) were unable
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to attend the ACET meeting. As a result, she highlighted key outcomes from CDPH’s
demonstration project to intensify efforts for reducing TB rates in AA communities.

ACET called for action to address high rates of TB in the Southeastern United States in
2002. In response to ACET’'s recommendation, CDC funded three TB project sites in
Chicago, Georgia and South Carolina through a competitive process to develop strategies
and implement interventions for addressing TB in U.S.-born AAs in select jurisdictions within
the respective project areas.

All three grantees were required to design the respective projects to achieve five key
objectives. TB epidemiologic data would be analyzed to determine trends and identify
target areas. Significant factors related to TB morbidity would be determined in the AA
community, such as process and outcomes of treatment, contact investigations, and
targeting and testing. Community-driven strategies and interventions would be developed
and implemented to intensify efforts and accelerate the decline of TB in the AA community.
A project evaluation would be completed. Findings of the project would be disseminated at
the national level.

For objective 1, CDPH reviewed and analyzed both national and local TB epidemiologic
data. National data on TB case rates by race/ethnicity in the United States from 1993-2005
showed a decrease in all racial/ethnic groups, but a large disparity between AAs and other
racial/ethnic populations. National data also showed that AAs represented 28% of reported
TB cases by race/ethnicity in the United States in 2005. Local data showed that TB case
rates in Chicago decreased among AAs from 20.2/100,000 in 2000 to 16.9/100,000 in 2005
and among whites from 5.8/100,000 in 2000 to 2.8/100,000 in 2005. Chicago’s reported TB
cases among AAs substantially declined from 486 to 170 cases from 1993-2005.

For objective 2, CDPH identified significant factors related to TB morbidity. Selected risk
factors associated with TB among U.S.-born AAs in Chicago in 2005 were any substance
abuse in 31% of cases; excess alcohol use in 20% of cases; non-injecting drug use in 18%
of cases; homelessness in 8% of cases; injecting drug use in 3% of cases; and
incarceration in a correctional facility at the time of diagnosis in 3% of cases. The estimated
TB/HIV co-infection rate in U.S.-born AAs in the city of Chicago was 20% on average from
1993-2005.

CDPH targeted its demonstration project to 13 zip code areas in Southside communities
with high rates of TB. Common characteristics of the target sites included high
unemployment rates, poverty, substance abuse, poor access to care, poorer health and
lower life expectancy than whites, predominant AA populations, and stigma associated with
TB. To implement the project, CDPH formed the Southside Community Task Force with
representation by community leaders, former TB patients, academia, CBOs, private health
providers, faith-based organizations (FBOs), business owners, correctional facilities, public
health agencies and the media.
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CDPH learned several lessons from key interviews and focus groups that were held with TB
and STD staff, task force members and former TB patients. Partnerships should be
established with sectors of the community with an interest in serving the AA community. A
TB education and awareness campaign should be developed and launched. Community
mistrust in healthcare providers should be addressed. Strategies should be developed to
overcome the historical stigma and misconceptions that present barriers to persons seeking
health care. The TB referral system for clients should be strengthened.

The task force separated into several subgroups to conduct a number of activities in
response to findings from the intervews and focus groups. A TB curriculum was developed
for medical providers, social service agencies and schools. TB messages and slogans
were developed for target sites. Recommendations were made to assess and strengthen
the referral system for HIV, mental health, substance abuse, shelters and other services.
The community rejected the initial TB messages that were tested in pilot sites because the
information was viewed as “watered down,” “too generic,” and ineffective for the inner city.

For objective 3, CDPH developed and implemented a number of interventions, including an
“Eliminate TB in the AA Community” rap song; TB messages and slogans for 13 billboards
on bus routes and park benches; a TB educational video; and a toll-free TB warm line for
community members to obtain additional information about TB. A social marketing TB
campaign was launched. A TB education and training course was created for stakeholders
and medical providers. A TB education and art contest was sponsored in Chicago public
schools with the winning logos displayed on CDPH T-shirts.

For objectives 4 and 5, CDPH submitted data from its AA TB intensification project for
evaluation by the University of South Carolina. The results were then forwarded to DTBE
for national dissemination in December 2005. A meta-evaluation was conducted and
completed in 2006 across all project sites to measure the impact of the interventions on the
cultural and linguistic competency of TB programs. CDPH expects to submit its final report
to DTBE in the spring of 2007.

CDPH faced a number of challenges in developing and implementing the project.
Contractual issues delayed activities for nine months. CDC'’s supplemental funding ended
in December 2006. TB funding has decreased at all levels. The number of dedicated TB
project staff to address TB in the AA community has declined. Despite these challenges,
CDPH is taking advantage of several available opportunities. Community involvement has
been sustained through the task force. Other funding streams will be explored and CDC'’s
guide and toolkit will be used to support activities in the AA community.

Collaborations will be continued with national TB project sites and other programs with a
disproportionate burden of disease in the AA community, such as HIV and STD programs.
Objectives will be refined to continue to reduce TB in the AA community in accordance with
the indicator in CDC’s 2005-2009 cooperative agreement for TB control and prevention. A
number of CDC mechanisms, opportunities and venues will be used to disseminate findings
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from the project. Lessons learned from CDC studies and other initiatives will be applied as
resources allow. Ms. Burns-Grant concluded her overview by playing CDPH’s “Eliminate
TB in the AA Community” rap song for ACET.

South Carolina Project. Mr. Joseph Kinney is an ACET member and a Program
Consultant in the TB Control Division of the South Carolina Department of Health and
Environmental Control (SCDHEC). He reported that SCDHEC designed its AA TB
intensification project to obtain information in three key areas: (1) the association between
knowledge, beliefs and values of TB and race; (2) the influence of socio-cultural factors on
TB incidence and prevalence; and (3) the implications of these findings in developing
intervention strategies.

SCDHEC also developed the project to achieve four major outcomes. An overview of the
population, health status, knowledge, beliefs and values would be provided. The need for
specific population-based services would be assessed and described. Barriers and
enabling mechanisms would be identified to address the knowledge, values and belief
systems of AAs diagnosed with or at risk for TB. The role of socioeconomic and cultural
factors on the incidence and prevalence rates of all South Carolina residents with a
diagnosis of TB from 1996-2001 would be assessed and described. SCDHEC conducted
face-to-face interviews with persons diagnosed with TB during this time period.

SCDHEC analyzed state TB epidemiologic data to determine trends and identify target
areas for the project. Data on TB case rates in South Carolina showed that six counties
had case rates >15.1/100,000 in 2005. Of these six counties, SCDHEC selected four with
case rates >15.9/100,000 in 2005.

Key findings from SCDHEC’s data collection and analysis are summarized as follows.
Among AAs, 52.1% of TB cases live in census tracts where the unemployment rate equals
or exceeds 8.5% of the state average. In contrast, only 16.4% of white TB cases occur in
census tracts where the unemployment rate equals or exceeds 8.5%. The percentage of
unemployed AAs is higher in high-burden areas in the Northeast Corridor than in the
remainder of the state. Unemployment among AAs substantially increased between 1990
and 2000 in the high-burden health districts of Pee Dee and Waccamaw Counties.

Fear was found to be associated with the lack of information. The expectation of rejection
from the broader community caused many persons who were diagnosed with TB to isolate
themselves from support systems. Persons who were diagnosed with TB expressed anger
at the diagnosis, confusion about the source of exposure, fear of not being cured, danger of
losing their jobs, and stigma.

SCDHEC made several recommendations based on the data collection results. Treatment
approaches should be developed and implemented that reinforce the stigma of TB. Issues
related to continuity and completion of LTBI should be addressed. Organizational
personnel should be shifted to better integrate services across programs. Use of
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paraprofessionals should be expanded. TB control staff should be used to address the
needs of patients in a culturally sensitive and compassionate manner. Partnerships
between primary care services and public health should be maintained. Culturally
competent and suitable materials should be developed and disseminated. Opportunities to
bill Medicaid for TB services should continue to be explored.

SCDHEC developed and implemented several strategies and interventions to support its AA
TB intensification project. Collaborations were established with a number of state and local
partners to ensure the availability of medical services for TB patients with no access to a
medical home. Primary centers will coordinate LTBI screening, evaluation and treatment
with SCDHEC’s TB program.

To increase community awareness of TB prevention, care and treatment, a health educator
was deployed in the field. Geographic information system (GIS) mapping was used to
identify and select communities at high risk for exposure to TB. TB notices were placed on
billboards and messages were delivered in a magazine targeted to AAs. Information was
disseminated about TB through posters, brochures and targeted handouts. The materials
were designed to be culturally appropriate for TB patients, their families and the community.

Mr. Kinney concluded his overview by describing challenges in further implementation of
SCDHEC’s AA TB intensification project. Medicaid funding is undergoing changes and
reductions. State governmental agencies are being reorganized, but these new structures
might provide opportunities for personnel from other programs to provide expertise to the
TB program. TB controllers and providers have not yet identified areas they are willing to
share and sacrifice to intensify TB prevention, control and elimination in AA communities.

Georgia Project. Mr. Kenneth Johnson, of the Georgia Department of Human Resources
(GDHR), reported that GDHR designed its AA TB intensification project to identify gaps,
develop opportunities for TB prevention, and reduce disparities in TB. GDHR analyzed
national, state and local TB epidemiologic data to determine trends and identify target areas
for the project. Although national data showed that AAs represented 28% of reported TB
cases by race/ethnicity in the United States in 2005, AAs accounted for 45% of all U.S.-born
cases.

State data showed that Georgia’s TB case rate per 100,000 population in 2005 was higher
than the national average with Fulton County having the highest case rate of all 18 health
districts in the state. Local data showed that AAs accounted for 73% of TB cases in Fulton
County in 2006.

After receiving funding from CDC in August 2002, GDHR held focus groups, performed a
needs assessment, and formed the Controlling and Eliminating TB in AA Communities
(CETBA) Advisory Board. These activities were used as the basis for GDHR developing a
comprehensive plan of action to accelerate the reduction of TB cases among AAs in Fulton
County, Georgia.
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GDHR established CETBA with representation by state and local health departments, social
service and housing agencies, CBOs, FBOs, private health groups, professional
organizations, academia, correctional facilities, community leaders and TB stakeholders.
CETBA held monthly meetings in close collaboration with the GDHR TB program to close
gaps and identify opportunities for TB prevention and control in Fulton County.

GDHR and CETBA conducted several activities to support the project. A needs
assessment was performed that emphasized the need to increase TB knowledge,
awareness and education in the AA community. A communications and awareness
program was developed based on results of the needs assessment and targeted to eight zip
codes in Fulton County with higher TB morbidity compared to the state of Georgia.
However, information was distributed throughout the entire county.

The “Hear, Act, Learn, Treat (HALT) TB” media campaign was launched on World TB Day
on March 24, 2005 to inform the community about iisk factors associated with TB. The
HALT TB campaign included street, homeless shelter and agency outreach; advertising on
bus shelters and park benches; and informational videos.

Former TB patients who had completed LTBI treatment were hired and trained as peer
workers to serve as a resource to clients currently undergoing LTBI treatment. Peer
educators reminded adherent clients about upcoming appointments through telephone calls
and follow-up letters. Peer educators also conducted field visits to locate and encourage
non-adherent clients to present to the clinic for their scheduled appointments. Peer
educators met clients at the clinic to establish personal relationships and document
treatment outcomes in client charts. Because many peer educators lived in the same
communities as current TB patients, the close proximity facilitated the formation of a bond,
understanding and greater treatment adherence.

An external contractor was hired to evaluate several programmatic activities of the project.
For he peer education program, the evaluation showed that the established goals and
objectives were successfully achieved. The clinic director, peer educators and clients who
received services all expressed tremendous satisfaction with the project. An analysis of the
client charts indicated the success of peer educators in reaching hard-to-reach clients.
Relationships between the peer educators and clients were developed and fostered by
using standardized methods to increase treatment adherence, such as reminders through
telephone calls and follow-up letters and field visits.

For the TB communications and awareness campaign, the evaluation showed that a
methodology was designed to obtain baseline information and perspectives through a
literature review, focus groups, the media, field observations and intercept interviews.
Implementation and results of the project were assessed through observance of World TB
Day, field site reviews, and street team and intercept interviews.
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GDHR reached several conclusions dter implementing its AA TB intensification project.
The interventions could be tailored for replication in other parts of the state and throughout
the country to reduce TB rates in the AA population. For example, GDHR recently provided
Mississippi with HALT TB campaign materials for use in World TB Day in 2007. A
comparison of 2004-2005 data showed more consistency above the 55% completion rate
among high-risk LTBI patients, including recent converters and HIV-positive patients. A
comparison of 2003-2005 data also showed more consistency above the 63% completion
rate among contacts.

AAs represented 45% of the population in Fulton County and accounted for 82% of TB
cases in 2001 before implementation of the project. However, the proportion of TB cases
among AAs in Fulton County decreased to 68% in 2005 after implementation of the project.
New reported cases, case rates and cases among U.S.-born AAs have been steadily
declining in Fulton County since 2003. The number of AA TB cases in Fulton County
decreased by 39% from 111 cases to 68 cases.

GDHR established partnerships with CBOs, academic institutions, healthcare providers,
hospitals, FBOs, and other professional associations with a mission to advance the health
and wellness of AAs in Fulton County. The communications and awareness campaign
resulted in the design and production of attractive and compelling educational materials that
have been widely disseminated through a variety of mechanisms in Fulton County.
Utilization of diverse venues to communicate messages might have played a key role in
raising awareness about the identification and treatment of TB.

GDHR established solid approaches for its AA TB intensification project, but these
strategies will require additional resources to be sustained. CDC granted GDHR an
extension in 2006 to maintain the peer educators for an additional year. Fulton County
used these funds to hire one peer educator, but was unable to hire all three persons.
GDHR'’s application to TB Leads for additional funding was denied.

Mr. Johnson concluded his overview by presenting a video of the HALT TB campaign. He
was proud to announce that the campaign won a “Bronze Telly Award” to honor excellence
in local, regional and cable television commercials, non-broadcast videos and television
programs. The Telly is one of the most sought after awards by international firms, local
production companies, advertising agencies and other industry leaders. The 13,000 entries
that were submitted for the Telly were from all 50 states and 30 countries around the world.

Evaluation Project. Dr. Ana Lopez-De Fede is an ACET member and Director of the
Division of Health and Family Studies at the University of South Carolina Institute for
Families in Society (IFS). IFS was contracted to conduct the evaluation of the three AA TB
intensification projects in Chicago, Georgia and South Carolina. Dr. Lopez-De Fede
highlighted key findings from the evaluation.
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The three project sites provided IFS with five-year prevalence data on TB, responses from
key informant and individual interviews, findings from focus groups and all other data
associated with the projects. IFS analyzed the data to identify common trends and issues
across the three projects.

Part 1 of the evaluation focused on the socioeconomic status (SES) of health disparities
and TB. The impact of SES on health disparities was measured based on income
inequality, social capital, and factors related to medical care and lifestyle. Although
researchers have extensively examined the association between SES and HIV/AIDS,
cardiovascular disease, diabetes and other disease entities, the relationship between SES
and TB infection in the United States has not been analyzed.

The general trend in TB incidence is apparent. For AAs and whites separately and for all
races combined, TB incidence rates are higher in areas with low SES. AAs typically live in
Zip code areas with low SES in terms of high rates of poverty and social deprivation. These
findings were consistent among all three project sites. As a result, additional research is
needed to clarify the association between TB and SES factors, including poverty,
unemployment, educational attainment, living arrangements, neighborhood social capacity,
and culturally-specific behaviors, attitudes and beliefs regarding TB.

Part 2 of the evaluation focused on factors that influence access to care for persons with or
at risk for TB. A qualitative analysis was designed to answer three key questions: (1) What
is the knowledge level of TB in AA communities? (2) What are the challenges faced by AAs
with or at risk for TB? (3) What approaches would facilitate access and continuity of care
for AAs with or at risk for TB?

To conduct this part of the evaluation, IFS coded and analyzed data submitted by the
project sites from 110 individual interviews, three focus groups with 100 participants, and
ten key informant interviews with persons who could influence policy. IFS used a constant
comparative method to analyze data, develop a cultural consensus model, and compare
persons with common neighborhood characteristics across the three project sites.

IFS used the coded and analyzed data to obtain information in three major clusters. For
knowledge and beliefs about the causes and symptoms of TB, AAs in the three project sites
had much lower knowledge of TB compared to other racial groups, including foreign-born
persons. AAs in the two sites in the South had less knowledge about the causes and
symptoms of TB compared to other racial groups. IFS found these results to be consistent
with national survey data.

For beliefs about prevention, treatment and stigma of TB, some AAs still had historical
beliefs about TB. For example, some AAs in rural South Carolina believed that local
authorities would place TB patients in an institution. AAs in all three project sites had
limited knowledge about the consistency of TB treatment. Many AAs in all three project
sites were unable to distinguish between stigma associated with TB and HIV. Access to
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maternal and child health programs in health departments further increased stigma related
to AAs obtaining timely care.

For systems of care, AAs in all three sites needed education on TB prevention and
completion of treatment. AAs across the project sites described different experiences with
healthcare providers, but most AA males reported negative experiences. AA males
described their isolation from traditional systems of care within health departments because
these agencies primarily focus on HIV, STDs, pregnancy, or other specific services for
women and children. AA males often viewed DOT workers as part of health departments
who exacerbated negative beliefs, experiences and stigma associated with TB.

IFS evaluated recommendations the project sites made on the prevention of TB. The focus
on concerns about high TB rates should be shifted to develop strategies that encourage
early treatment and adherence. Educational interventions are essential and should
incorporate cultural beliefs and preferences, lifestyle behaviors and risk factors. New
strategies and approaches should be developed and incorporated to provide TB treatment
that is culturally-appropriate, targeted and essential.

Healthcare providers should be educated on approaches to outreach to, engage and
maintain ongoing client contact. Communities will be unable to continue to support,
embrace, understand and advocate for TB elimination without these strategies. A
community-based health model should be developed that covers comprehensive health
care beyond TB.

To support this effort, NCHHSTP should review and replicate its community-based models
that were developed and successfully implemented to enforce, support, encourage and fund
HIV/AIDS and STDs. Training should be provided on GIS and deprivation models that allow
for resources to be identified and leveraged within specific communities. Dr. Lopez-De
Fede concluded her overview by commending the Chicago, Georgia and South Carolina
sites for embracing and extensively involving the community in all aspects of the projects
from development to implementation.

ACET applauded the Chicago, Georgia and South Carolina sites for designing and
conducting creative, exciting and innovative projects to intensify TB prevention, control and
elimination activities in AA communities. Several members made suggestions that should
be considered to further advance this initiative.

. ACET should take a leadership role in its capacity as a federal advisory
committee for TB elimination to develop targeted strategies to address he
high burden of TB in the AA community. Most notably, U.S.-born AAs bear
~50% of the TB burden in the United States, but no effective approaches
have been created to date to address 